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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

• Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 
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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent temi adjustment. See 37 CFR 1.704(b). 

Status 
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2a)n This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to-the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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DETAILED ACTION 

Examiner acknowledges receipt of request for reconsideration and response to the final 
rejection filed 07/05/05. Claims 50-54 are pending. 

1 . Applicant's request for reconsideration of the finality of the rejection of the last Office 
action has been considered and the finality of that action is withdrawn because claim 53 was not 
addressed in the last office action. 

Claim Rejections ' 35 use § 103 

2. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

3. Claims 50-53 are rejected under 35 U.S.C. 103(a) as being unpatentable over McClelland 
et al. (US 5,350,584) in view of Chow et al. (US 4,859,461) and fiirther in view of Bodmeier et 
al. ("Effect of ion exchange resins on the drug release fi-om matrix tablets," in European Joumal 
of Pharmaceutics and Biopharmaceutics, 46, (1998), pp 321-327; provided by applicants). 

McClelland discloses a formulation that contains a copolymer of acrylic acid and 
divinylbenzene (AMBERLITE-IRP 64) or styrene-divihylbenzene (AMBERLITE-IRP 69) and 
oxycodone or hydrocodone as examples of the drugs (column 2, line 62 to column 3 line 2; 
column 5, lines 13 and 14). The formulation of McClelland further contains excipient selected 
from polj^inylpyrrolidone, methylcellulose and polyethylene glycol (column 5, lines 45-48). 
McClelland discloses polyvinylpyrrolidone or methylcellulose as the excipient instead of 
hydroxypropylmethyl cellulose or hydroxypropyl cellulose or hydroxyethyl cellulose. 
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Chow discloses a composition that comprises AMBERLITE-70 and pharmaceutically 
active basic drugs selected form dextromethorphan, codeine, hydrocodone, morphine and 
propranolol and an impregnating agent selected from hydroxypropylmethyl cellulose, 
hydroxypropyl cellulose, sorbitol, hydroxypropyl sorbitol, and polyvinylpyrrolidone for a 
prolonged continuous release of the active drugs. Chow further discloses that the hydroxyl alkyl 
celluloses are present in amounts ranging from about 3% to about 20% and that the 
polyvinylpyrrolidone are present in amounts ranging form 7% to 20%. See column 1, lines 36- 
58 and column 2, lines 12-63. The particle size of the resin is from about 25 jim to about 1,000 
]Lim (column 2, lines 53-57). 

Chow is relied upon for disclosing a combination of hydrocodone and 
hydroxypropylmethylcellulose or polyvinylpyrrolidone. It would have been obvious to one of 
ordinary skill in the art at the time the invention was made to prepare the oxycodone composition 
of McClelland and use hydroxypropylmethylcellulose as the carrier. Bodmeier discloses that 
incorporation of ion exchange resin into hydroxypropylmethylcellulose modifies the release of 
drugs; and amount and particle size of the resin particles of the carrier influences drug release. 
Therefore, one having ordinary skill in the art would have been motivated to use the 
hydroxypropylmethylcellulose and particles having the appropriate size to modify the drug 
release. 

4. Claims 50 and 54 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
McClelland et al. (US 5,350,584) in view of Chow et al. (US 4,859,461) and fiirther in view of 
applicants admitted prior art. 
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McClelland and Chow are discussed above. The combined reference of McClelland and 
Chow does not include phenolic amine resin. Examples of phenolic amine resins are 
AMBERLITE IRP-58 (applicants' specification at paragraph [0027] of the published application 
# 20040062812). Applicants are aware that IRP-58 and IRP-69 are equivalent and as a teaching 
reference IRP-69 and IRP-70 are equivalent (Eichman, US 5,980,882, colunm 6, lines 45-48). It 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
prepare oxycodone-containing formulation and to substitute IRP-70 or IRP-69 with IRP-58 with 
the expectation of producing analgesic formulation. 

Observation: 

In claim 50, line 8, after "or," oxycodone is spelled "oxycodine" and correction is 
requested. 

5. The specification has not been checked to the extent necessary to determine the presence 
of all possible minor errors. Applicant's cooperation is requested in correcting any errors of 
which applicant may become aware in the specification. 

Any inquiry concerning this communication or earher communications from the 
examiner should be directed to Blessing M. Fubara whose telephone nimiber is (571) 272-0594. 
The examiner can normally be reached on 7 a.m. to 3:30 p.m. (Monday to Friday). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman K. Page can be reached on (571) 272-0602. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
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